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inventory of existing substances. The EPA has 90 days to review the
PMN and inform the manufacturer whether it will require additional
data or testing on the effects of the substance on human health or the
environment. If the EPA does nothing, the manufacturer is free to
begin production.

The EPA has proposed to apply TSCA to genetically engineered
microorganisms by defining "chemical substances" to include both
DNA and the microorganisms that contain that DNA. (It plans to leave
jurisdiction over plants and animals to the USD A and the Department
of the Interior.) If this definition stands, it would give the EPA
authority over a large segment of the biotechnology industry's products
(although chemicals regulated by the FDA are exempted from TSCA).
The agency could require a PMN not only for new genetically engi-
neered microorganisms to be used in the environment but also for those
to be used in fermentation processes. However, the EPA has not yet
taken a final position on its definition of "new." One possibility it has
proposed is to define chemical substances produced by recombinant
organisms as new to prevent those substances from slipping through
cracks in the regulatory framework.

The Toxic Substances Control Act exempts "small quantities" of new
chemicals from overview if used solely for research and development.
But because of the possibility that genetically engineered microorga-
nisms might transgress the bounds of a field test and multiply, the EPA
is considering defining any quantity of such organisms used in field
tests as not small. Certain kinds of research involving genetically
engineered microorganisms would therefore always require a PMN. As
with other aspects of its proposed regulation of biotechnology, the EPA
has sought public comment on this issue.

The categorization of DNA and genetically engineered microorga-
nisms as "new chemical substances," although generally supported in
Congress and in the biotechnology industry, is controversial and may
be challenged in court. TSCA is also not as strong a statute as FIFRA
or the Food, Drug and Cosmetic Act because the burden of proof is on
the EPA rather than the manufacturer to prove "unreasonable risk."
Largely for these reasons, Congress has held hearings to determine
whether additional legislation in this area is necessary to ensure
adequate regulation of biotechnology.

But TSCA also has "a large number of strengths that should not be
overlooked," says Geoffrey M. Karny, a Washington, D.C., attorney and
former senior analyst at the Office of Technology Assessment. "First of
all, it is designed as an information-gathering statute. It is a middle-
of-the-road approach between no regulation or voluntary regulation